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FREEDOM OF INFORMATION SUMMARY

Supplemental NADA 141-213

METACAM

Meloxicam Oral Suspension

METACAM (meloxicam) Oral Suspension is indicated for the control of pain and
inflammation associated with osteoarthritis in dogs.

Sponsored by:
Bocehringer Ingelheim Vetmedica, Inc.
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FREEDOM OF INFORMATION SUMMARY

GENERAL INFORMATION:
File Number:

Sponsor:

Established Name:
Proprietary Name:
Dosage Form:

How Supplied:

How Dispensed:
Amount of Active Ingredients:

Route of Administration:

Species/Class:

Recommended Dosage:

Pharmacological Category:

NADA 141-213

Boehringer Ingetheim Vetmedica, Inc.
2621 North Belt Highway
St. Joseph, MO 64506-2002

Drug Labeler Code: 000010
meloxicam
METACAM Oral Suspension

Oral Suspension

0.5 mg/mL: 15 and 30 mL bottles
1.5 mg/mL: 10, 32 and 100 mL botttles

Rx
0.5 mg/mL and 1.5 mg/mL

This product is to be administered orally either
mixed with food or placed directly in the mouth.

Dogs

Always provide client information sheet with
prescription. METACAM Oral Suspension should
be administered initially at 0.09 mg/Ib (0.2 mg/kg)
body weight only on the first day of treatment. For
all treatments after day 1, METACAM Oral
Suspension should be administered once daily at a
dose of 0.045 mg/1b (0.1 mg/kg). The syringe is
calibrated to deliver the daily maintenance dose in
pounds.

Non steroidal anti-inflammatory (NSAID)
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METACAM Oral Suspension is indicated for the
m. Indications: control of pain and inflammation associated with
osteoarthritis in dogs.
n. Effect of Supplement: This supplement to NADA 141-213 provides

revisions to 21 CFR 520.1350 (1) Amount. To
change the format to read “administered initially at
0.09 mg/Ib (0.2 mg/kg) body weight only on the
first day of treatment. For all treatments after day
1, METACAM Oral Suspension should be
administered once daily at a dose of 0.045 mg/lb

(0.1 mg/kg).”

This supplement also provides for revisions to
labeling, including minor changes facilitating use
of the drug and the addition of a Post-Approval
section.

2. EFFECTIVENESS:

a. Dosage Characterization:

Refer to the original Freedom of Information summary dated April 15, 2003.

b. Substantial Evidence:

Refer to the original Freedom of Information summary dated April 15, 2003.
3. TARGET ANIMAL SAFETY:

Refer to the original Freedom of Information summary dated April 15, 2003.
4. HUMAN SAFETY:

This drug is intended for use in dogs, which are non-food animals, Because this
new animal drug is not intended for use in food-producing animals, data on human
safety pertaining to drug residues in food were not required for approval of this
NADA.

Human Warnings are provided on the product label as follows: Not for use in
humans. Keep this and all medications out of reach of children. Consult a
physician in case of accidental ingestion by humans.

5. AGENCY CONCLUSIONS:

The data submitted in support of this NADA satisfy the requirements of section
512 of the Federal Food, Drug, and Cosmetic Act and 21 CFR Part 514 of the
implementing regulations. The data demonstrate that METACAM Oral
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Suspension when used under the labeled conditions of use is safe and effective for
the control of pain and inflammation associated with osteoarthritis in dogs.

The drug is restricted to use by or on the order of a licensed veterinarian because
professional expertise is needed to diagnose canine osteoarthritis and to monitor
response to treatment.

This approval does not qualify for marketing exclusivity under section
512(c)(2)(F)(iii) of the Federal Food, Drug, and Cosmetic Act.

Meloxicam is under the following U.S. patent number:

U.S. Patent Number Date of Expiration
6,184,220 February 6, 2021

6. ATTACHMENTS:
Facsimile Labeling is attached as indicated below:
a. Package insert/Client Information Sheet
b. Box
c. Bottle
d. Shipping label
Labeling is included for the 15 mL container of the 0.5 mg/mL concentration
the 30 mL container of the 0.5 mg/mL concentration
the 10 mL container of the 1.5 mg/mL concentration

the 32 mL container of the 1.5 mg/mL concentration
the 100 mL container of the 1.5 mg/mL concentration
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Client Information Sheet
For

Metacam® (meloxicam) @5 fig/mk Oral Suspension
Non-steroidal antl-mﬂammatory drug for oral use in dogs only

This ins important about M You should read this information before you
start giving your dog Metacam and review it each time the prescription is refilled. This sheet is provided only as
a summary and does nol take the place of instructions from your velerinarian, Tatk to your veterinarian i you
da not understand any of this information or if you want ta know more abowt Metacam.

What 1s Metacam?

Melacam is a prescription non | anti-infl y drug (NSAID) that is used to control pain and

fon ¢ ) dueto hritis in dogs. Osteoarthritis (OA) is a painful condition caused by
“wear and lear” of carlilage and other parts of the joints that may result in the following changes of signs in
your dog: Limping or fameness, decreased activity o exercise {reluctance to stand, climb stalrs, fump or run,
or difficulty in performing these activities) stiffness or decreased movement of joints, Metacam is given to dogs
by mouth. Do not use in cats.

What Kind Of Results Can I Expect When My Dog Is On Metacam For 0A?

While Metacam is not a cure for osteoarthiitis, it can control the pain and inflammation of OA and impmve
your dog’s mobility.

* Response varies from dog 1o dog but can be guite dramatic.

+In most dogs, improvernent can be seen in a matter of days.

« If Metacam is discontinued or not given as direcled, your dog's pain and inflammation may come back.
What Dogs Should Not Take Metacam?

Your dog should not be given Metacam if he/she:

* Has had an allergic reaction to i the active ingredient of M

» Has had an alfergic seaction {such as hives, facial swelling, or red or itchy skin) lo aspirip or other NSAIDs
« Is presently taking aspirin, other NSAIDs, or corticosteroids (unless directed by your veterinarian).
Metacamn Should Only Be Given To Dogs

People should not take Metacam. Keep Metacam and all medicatton oul of reach of children. Call your physi-
clan dialelyif you accidentally Lake M

How Yo Give Metacam To Your Dog.

The actual dose to be given should be prescribed by the veterinarian,
Directions for Administration:
Dogs under 10 pounds (4.5 kg)
Shake well before use, then remove cap, Particular care should be given with regard to the accuracy of dosing

6014011-00-0410
Chient Information Sheet 1
(Tear at perforation}
Professionatinsert §
NADA 141-213, Approved by FDA
Metacam®

(meloxicam) 0.5 mg/mL Oral Suspension
(equivalent to 0.02 mg per drop)

Non-stermdal anti-inflammatory drug for oral use in dogs only
Cautiow Federal Jaw restricts this drug to use by or an the order of a licensed velterinarian.
ipti i idal Anti-Inf y (NSAID) drug of the oxicam class. Each milliliter of

Boehringer
“[l Ingetheim

is @ Nom:

Metacam Orat Suspension conlains meloxicam equivalent to 0.5 milligrams and sodfum benzoate (1.5 mithgrams) as

a preservative. The chemical name for Meloxicam s 4~ Hydroxy—%mthyl -N-(5-methyi-2-thiazoly)-2H-1,2-benzoth-

jazine-3-carboxamide-1, 1-dioxide. The f ion is a yell vistous ion with the odor of honey.
cn

, meloricam

Clinical Pharmacology: Meloxicam has nearly 100%: bI oavallabﬂily when administered orally with food. The terminal
elimination half bfe after a single dose is estimated to be approximately 24 hrs (+/-30%) regardless of route of admin-
istration. There is no evidence of statistically significant gender differences in drug pharmacokinetics, Drug bivavail~
ability, volume of distribution, and lotal systemic clearance remain constant up to 3 times the d dose for

Yo prevet accidental overdosing of small dogs, administer drops on food only, never directly into the mouth,
Carefully measure suspension onto food to assure that the correct dose is given before presentation of the food to
the dog. The syringe provided with the met £ fon of 0.5 mg/ml cannot be used 10 measure doses
for dogs weighing less than 1 b (3.65 kg). .

For dogs less than 1 1b (0.45 kg), Metacam® Oral Suspension can be given using the dropper bottle: two drops for
each pound of body weight for the 0.5 mg/ml. concentration (five drops for each kilogram of body weight),
dropped directly onto the food.

For dogs between 1-10 pounds, Metacam* Gral Suspensfon can be given by drops or by using the measuring
syringe provided in the package (see dosing procedure below). The syringe fits on to the bottle and has a scale
beginning a1 1 Ib, designed to deliver the daily maintenance dose (0.05 mg/tb or 0.1 mg/kg). When using the
syringe, the dog’s weight should be rounded down to the nearest 1 pound increment. Replace and tighten cap

aftar uco.
aneruse.

Dogs aver 10 pourds {6.5kg)

Shake well before use then remove cap. Mefacam® Oral Suspension may be either mixed with focd or placed
directly into the mouth. Parlicular care should be given with regard 10 the accuracy of dosing, Mesacam”® Ozl
Suspension can be given using the measuring syringe provided in the package (see dosing proceduse below). The
syringe fits on to the bottle and has a scale in pounds disigned to deliver the dally maintenance dose (0.05
mgllb or 0.1 mglkg) When using the syringe, the dog’s weight should be rounded down to the nearest 1 1b

M * Oral Suspension can be given using the dropper boltle: two drops for each
pound body weight 1or the 0.5 mg/ml concentration (fve drops for each kilogram of body weight). Replace and
tighten cap after use.

Shoke bottle well, Push dovin Turn the bottlelsyringe upside  Turn the bottle right woy up Push the plungec to empty the

and upserew baltle top. down Fult the plynger out ong vith ¢ 1wlsting move- contents of the syrninge
Attoch the dasing syringe to antil the ack line on the mant seporote the dosing

the bottle by gently pushing piunger coresponads to the syringe fram the bottle

the end onto the top of the dog’s body weight in pounds.

bottle.

For dogs between 1-10 pounds, Metacam® Osal Suspenision can be given by drops of by using the measunng syringe
provided in the package {see dosing procedure below). The syninge fits on to the bottle 2nd has a scale beginming at 1 1b,
designed to delver the daily maintenance dose {0.05 mg/lb o1 0.3 mg/kg). When using the syringe, the dog's weight
should be rounded down to the neatest 1 pound increment. Replate and tigitten ¢dp after use

Dogs over 10 pounds (4.5 kg}
Shake well before use then remove cap. Metacam® Qral Suspension may be either mixed with fond or placed directly
into the mouth. Particular care should be given with regardto thé sceuracy of dosing Metacam® Oral Suspension can
Dbe given using the measuring synnge provided in the package (see dosing procedure below). The synnge fits on 1o the
bottle and has 3 scale in pounds designed to defiver the dasly maintenance dose (0.05 mg/ib or 0.1 mg/kg) When
using the syringe, the dog’s weight should be rounded down to the nearest 1 pound increment. Alternatively, Meta~
cam® Oral Suspension can be given using the dropper bottfe: twa drops for each pound of body weight for the 0.5
mg/mt concentration (five drops for each kilogram of bodyweight). Replace and tighten cap after use.

%L A

Turn the bottlelsyringe upside  Turn the bottle right way up Push the plunges to emply the

Shake bottie well, Push down

ond unscrew bottle top. Attach  down. Pull the glunger out andg with a twisting mave- contents of the syringe,
the dosing syringe to the hot- unti] the Mack fine on the . mentseparote the dosing

tle by gently pushing the end plunger cosresponds ta the syringe from the botile

onto the top of the bottle dog's body weight in pounds.

¢ P

use In dogs. However, there s some evid of enh d drug fation and terminal elimination half-life pro~
longation when dogs are dosed for &5 days or longer.

Peak drug concentrations can be expemed 1o oceur wnhm about 7.5 hrs after oral administration Corresponding
peak conc ion is 0.464 meg/mi I g 2 0.2 mg/kg oral dose. The drug is $7% bound to
canine plasma prmmns.

M * Oral $ is ind:

d fot the control of pain and inflammation associated with
osteoarthritis in dogs.

Dosage and Administsation: Always provide chient information sheet with prescription, Metacam® Oral Suspension
should be administered initially at 0.09 mg/ib (0,2 mg/kg) body weight only on the first day of treatment. For all treat-
ments after day 1, * Oral S jon should be ad once daily at a dose of 0.045 mg/ib (0.1
mg/kg). The syringe is calibraled to delives the daily maintenance dose in pounds.

Directions for Administration:
Dogs under 10 pounds (4.5 kg)

Shake well hefore use, then remove cap. Particular care should be given with regard to the accuracy of dosing. To prevent
accidental overdasing of small dogs, administer drops on food only, never directly into the mouth, Carefully measure
suspension onto food to assure that the correct dose is given hefore presentation of the food to the dog. The syringe pro-
\(rided wi;h the meloxicam concentration of 0.5 mg/mik cannot be used to measure doses for dogs weighing fess than 1 1s

0.45 kg).
For dogs less than 1 Ib (0.45 kg), Metacam® Oral Suspension can be given using the dropper bottle: two drops for each
pound of body weight for the 0.5 mg/mL concentration (five drops for each ilogram of body weight), dropped directly
onto the jood.

Dogs with known hypersensitivity 1o meloxicarm should not receive Metacam® Oral Suspension,
Do potusein cats.

Warnings: Not for use in humans, Keep this and all medications out of reach of children. Consult a physician in case
of accidental ingestion by humans. For orat use in dogs only.

As with any NSAID aif dogs should undergo a thorough history and physical examination before the initiation of
NSAID therapy. Appropriate laboratory lesting to establish hematological and serum biochernical baseline datais
recommended prior to and periodically dunng adminisiration. Qwner should be advised to observe their dog for signs
of potential drug toxicity and be given a client information sheet about Metatam.

Precautions: The sale use of Metacam” Orat Suspension i dugs younger !han & months of age, dogs used for breed-
ing, or in pregnant or lactating dogs has not been eval not d for use in dogs with
bleeding disorders, as salety has nat been estabhshed in dogs with lhese disorders.

As a class, cyclo-oxygenase inhibitory NSAIDs may be associated with gastrointestinal, renal and hepatic toxicity, Sen-
sitivity to drug-associated adverse events varies with the individual patient. Patients at greatest r1sk for tenal toxicity
are those (hat are dehydrated, on cuncomlrant diuretic 1herapy, of those with existing renal, cardiovascular, and/or
hepatic dy Coneurrent admini: of phrotoxic drugs should be ca:e{ ully approached
NSAIDSs may inhibit the p tandins that normal h ic function. Such anti din effects
may result in clinically stg,mﬁcant disease in patients with wpdeﬂyxng of pre-existing disease thal has not been prev
ously diagnosed. Since many NSAIDs possess thep 10 produce g f viceration, concomilont use of
Metacam® Oral S with ather anti-infl 'y dtugs,such as NSAIDs o7 corticosteroids, should be avoided
of closely monitored. Consider appwpnate washoul times when switching from cmnccsleroid use of from one NSAID
1o another in dogs. The vse of ¢ bound drugs wxrh * Oral Susp has 1ot been stud-
1ed in dogs, Commonly used protein-bound drugs include gardiaz, antic i and b foral mes ions. The
influence of concomitant drugs that may inhibit metabohsm of Metacam® Oral Suspension has not been evaluated.
Drug compatibility should be monitored in patients requiring adjunctive therapy.




What To Tell/Ask Your Veterinarian Before Giving Metacam

Talk to your veterinarian about:

»The signs of OA you have observed (for example limping, stifiness),

»The importance of weight control and exestise in the management of OA.
+»What tests might be done before Metacam is prescribed.

* How oflen your dog may need to be examined by your veterinarian,

+The risks and benefits of using Metacam.

Tel your veterinarian if your dog has ever had the following medical problems:
« Experfenced side effects from Metacamn or other NSAIDs, such as aspirin

« Digestive upset (vomiting and/or diarshea)

* Liver disease

* Kidney disease

Tell your veterinarian about:

* Any other medical problems or allergies that your dog has now o has had.

+ All medicines that yous are giving your dog or plan to give your dog, including those you can get without a pre-
scription.

Tell your veterinarian if your dog is:
* Pregnant, nursing or if you plan 1o breed your dog.

What Are The Possible Side Effects That May Occur In My Dog During Metacam Therapy?

Metatam, like other drugs, may cause some side effects. Serious but rare side effects have been reported in
dogs taldng NSAIDs. Serfous side effects can occur with or without waming and in rare siluations result in
death.

The most common NSAID-related side effects generally involve the stomach and fiver or kidney problems. Look
for the following side effects that can indicate your dog may be having a problem with Melacam or may have
another medical problem:

« Decrease or increase in appetite
« Vomiting
* Change in bowel movement (such as diarrhea, or black, tarry of bloody stools)

» Change in beh (suich as di d or d activity fevel, incoordination, seizure or aggression}
» Yellowing of guns, skin, orwhites of the eyes (jaundice}
« Change in drinking habits {freq , amount d)

» Change in urination habits {frequency, color, or smell)
« Change in skin (redness, scabs, or scratching)

Itis impostant to stop therapy and contact your veterinarian immediately if you think your dog has & medical
problem or side effect from Metacam therapy. If you have additional questions abeut possible side effects, talk
1o your veterinarian.

Adverse Reactions; Field safety was evalualed in 306 dogs. Based on the results of two sludxes Gl abnormalities

(vom\\mg, sof\ stools, diarshea, and ) were the most adverse d with the
of The fof tabie Fsts adverse and the numbers of dogs that ienced
them during the studies. Dogs may have experienced more than one episode of the adverse reaclion dunng!he study,

Adverse Reactions Observed During Two Field Studies
Meloxicam {n=157) Placebo {n=129)

Clinical Observation

000010

Can Metacam Be Given With Other Medicines?

Metacam should not be g.wen with o’ther NSAle {for example, aspfrm, £a rprofen, etodolac, deracoxib) or
steroids (for ph

Tell your inarfan about alt you have gii'en your dog in the past, and any medicines that you are
planning to give with Metacam. This should inclide other medicines that you can get withou! 2 prescription.
Yourveterinarian may want to check that all of your dog’s medicines can be given together,

What Can I Do InCase My Dog Eats More Than The Prescribed Amount?
Contact your veterinarian immediately if your dog eats more than the prescribed amount of Metacam.
What Else Should I Know About Metacam?

This sheet provides a y of inf fon about Metacam. If you have any questions or concerns about
Metacam or osteoarthritis pain, talk to your veterinarian,

As with all prescribed medicines, Metacam should only be given to the dog forwhich it was prescribed. It
should be given to your dog only for the condition forwhich it was p bed, Itis imp fo periodically
discuss your dog’s response ta Metacam at regutar check ups. Yout fan will best d ine If your dog
is responding as expected and if your dog should continue receiving Metacam,

d adverse reactions, call 1-866-METACAM {1-866-638-2226},

T
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Manulaclured by:

x Inaothatm A,

Inc.
St.]useph, MO 64506 U.S.A,
Distributed by:

Meral Limited

Duluth, GA 30096-4640 U.S.A.

US Patent 6,184,220

Melacam” is a registered trademark of Boehringes Ingelheim Velmedica GmbH, fi
heim Vetmedica, Inc.

601408L-00-0410

Code 601411, 601421
Revised 10/2004
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Necropsy results intluded stomach mucosal petechiae in one comwl dog, two dogs at the 3X and one dog at the 5X
dose, Other mattoscopic thanges included areas of ¢ org of the mutosa of the jgunum or fleam
in three dogs at the 1X dose and In two dogs at the 5X dose..Similar changes were also seen in two dogs in the
control group. There were no macroscopic small intestinal lesians observed in dogs receiving the 3X dose. Renal
enfargement was reporled during the necropsy of two dogs receiving the 3X dose and two receiving the 5X dose.
Microscopic examination of the Jadneys revealed mintmal degeneration or shght necrosis at the hp of the papillain
three dogs al the 5X dose. Microscopic examirtation of the stomach showed inflammatory inucosal fesions, epithelral

plasia of atrophy, and submucosat gland inflammation in two dogs at the recommended dose,
three dogs at the 3X and four dogs at the 5X dose. Small intestinal mzcrosmpxc changes included minimal focal
mucosal eroston affecting the villi, and were h & with mucosal ¢ ion. These fesions were
observed in the ileum of one control deg and in the fejunum of one dog at the recommendad dose and two dogs at

Vomiting 40 23

Diarshea/Soft Stool 19 11

Bloady Stoo] 1 )

Inappetance 5 1

Bleeding gums after dental procedure 1 0 the 5X dose.
Lethargy/Swollen Carpus 1 0 udh

Epiphora 1 9

In foreign suspected adverse drug reac llon ({SADR) reporting over a 9 year period, incidences of adyerse reactions
related to ded: auto-immune hemolytic anemia {1 dog), thrombocytopenia {1 dog),-
polyarthritis (1 dag), nursing puppy lethargy (1 dog), and pyoderma (1 dog).

Post-Approval Exp The foll adverse are based on voluntary post-approval reporting. The cate-
gorles are listed in decreasing order of frequency by body system.

Gostrointestinal: vamiting, anorexia, diarshea, melena, gastrointestinal ulceration

Urinary: azotemia, elevated creatinine, renal fallue

NeurolagicaltBehavioraliSpecial Sense: lethargy, depression

Dermotalogicolfimmunological: pruritus

In rare situations, death has been reported as an outcome of the adverse events listed above. Renal failore has been
reported as an outcome of repeated oral dosing of tats,

To report suspected adverse reactions, 1o obtain a Material Safety Data Sheet, of for technical assistance,

call 1-866-METACAM (1-866-638-2226).

Effectiveness: The effectiveness of meloxicam was demonstrated in two field studies involving a total of 277 dogs
representing various breads, between six months and sixteen years of age, all diagnosed wth osteoarthritis. Both of
the placebo-tontrolled, masked studies were conducted for 14 days. All dogs recefved 0.2 mg/kg meloxicam on day

evaly-

In a six manth target animal safety study, meloxicam was administered orally al 1, 3, and 5X the recommended dose
withno svgnlhcanl clinical adverse reactions. All animals in all dose groups {controls, 1, 3, and 5X the recommended
dose) exhibited some gastre i distress {diarrhea and refated changes seen in hematol-
ogy and chem)s!ryinctudbd decreased red blood celf counts in seven of 24 dogs tfour 3X and three 5X dogs),
decreased hematocritin 18 of 24 dogs (including three control dogs), dose-related neutrophilia in one 1X, two 3%
and three 5X dogs, evidence of regenerative anemia in two 3X and one 5X dog. Also noted wete incteased SUN in two
5X dogs and decreased albumin in one 5X dog-

doscopic changes consisted of g of the gastric mucosal surface covering less than 25% of the surface
area. Thiswas seen 3n lhree dogs al the recommended dose, three dogs at the 3X dose and two dogs at the 5X dose.
Two control dogs exhil in with of the mucosa covering less than 25% of the
surface area,
Gross gastrointestinal necropsy resuits ohserved included mild discoloration of the stomach or duodenusm in one dog
atthe 3X and in one dog at the 5X dose. Multifocal pinpointred foci were observed in the gastric fundic mucosain
ore dog at the recemmended dose, and in ope dog at the 5X dose.
No macroscopic of microscopit renal changes were observed in any dogs receiving meloxicam in this six month
study.
Microscopic gastrointestinal findings were limited to one dog at the recommended dose, and two dogs at the 3X
dose Mild inflammatory mucosal infiltrate was observed in the duodenum of one dog at the recommended dose.

a4,

1, All dogs were maintained on 0.1 mg/kg oral meloxicam from days 2 through 14 of both studies, F
ated by veterinarians included Jamenaess, weight-bearing. pain on palpation, and overall imp Pa

Mild ion of the fundic mucosa and mild myosiis of the cuter mural musculature of the stomach were

assessed by owners included mobility, ability to nise, imping, and overall improvement.
In |he ﬁrsl field study (n=103), dogs showed clinical improvement with statistical significance aftes 16 days of

for all p. 1n the second field study {n=48), dogs raceiving meloxicam showed a clim-
cal improvement alter 14 days of therapy for alt parameters; however, statistical significance was demonstrated only
for the overall investigator evaluation on day 7, and for the owner evaluation on day 4.

Palatability: Metacam® Oral Suspensmn was accepted by 100% of the dogs when veterinarians administered the
* Oral S

b d in two dogs ¢ the 3X dose.
How Supplied:
Metacam® Oral Suspension 0.5 mg/ml: 15 and 30 mi dropper bottles with measuning syringe
Storage: Store at controlied room temperature 59-86°F (15 ~ 30°C)

Manufactured by:
Boehringer Ingelhexn Vetmedica, Inc.

witial dose into the mouth, M jon was d by 90% of the dogs (123/136) when S1. Joseph, MO 84506 US.A.
administered by owners. Problems associated ‘with administration included refusal of food, resh to swatlowing Distributed by:
and salivation. Merial Umlled
Dututh, GA 30096-4640 U.S.A.

Safety: US Patent 6,186,220

3 * is 3 regi d tradh k of Boehri getheim Vi dica GmbH, licensed to Boehringer Ingeiheim
In 2 six week target animal safety study, meloxicam was administered orally at 1, 3, and 5X the ded dose dica, Inc.
with no significant chinical adverse reachions, Animals in all dose groups {control, 1, 3 and 5X the recommended 6014011-00-0410

dose) exhibited some gaslroinlesnnal dvslress (diarrhea and vomiting). No treatment-refated changes were observed
inh ical, blood ch Y lysis, clotting ime, or buccal mucosal bleeding times.

Code 601411, 601421
Revised 10/2004

$
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Indications: Metacam® Oral Syspension is indicated for the\
control of pain and inflammation associated with
osteoarthritis in dogs.

" Dosage and Administration: Refer to the package insert for

ﬂ\lon-steroidaf anti-inflammatory drug for oral use in dogs
only
Warnings: Not for use in humans. Keep out of reach
of children. Refer to the package insert for complete
warnings and precautions.

{meloxicam) complete Dosage and Administration information.
;i:s;::::;ssfzo 0.5 mg/ml Oral Suspension Store at controfied room témperature, 59~86°F (15~30°C).
Boehringer lngelfleim Vetmedica, Inc. Caution: Federal law restricts | ot No: Exp. Date:
St. Joseph, MO 64506 U.5.A. this drug to use by or on
N s Joclid the order of a licensed
Distributed by: @ veterinarian.
Merial Limited
Duluth, GA 30096-4640 U.S.A. = 5, Net Contents: 15 mlL &
& 7% . ‘
601402L-00-0507 K& <id /7 Boehringer '
Code 601411 2 .
lml Ingelheim /

\C
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Metacam®
(meloxicam)

1
i
! 1 0.5mg/mL Oral Suspension
} 1 Caution: Federal law restricts this drug
Pl
I
I
1

i
i
|
i
to use by or on the order of a licensed |
veterinarian. i
Non-steroidal anti-inflammatory drug for |
oral use in dogs only i
Net Contents: 15 mL
NADA 141-213, Approved by FDA !
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Warnings: Not for use in humans.
Keep this and all medications out
of reach of children. Consult 2

recommended prior to and
periodically during administration.
For technical assistance or to
report suspected adverse
reactions, call 1-866-METACAM
(1-866-638-2226).

US Patent 6,184,220
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Metacam® ,
(meloxicam) !
0.5 mg/ml Oral Suspension !
Caution: Federal law restricts this drug 1
to use by or on the order of a licensed |
veterinarian. i
Non-steroidal anti-inflammatory drug for i
oral use in dogs only i
Net Contents: 15mL
NADA 141-213, Approved by FDA !

Boehringer
Ingelheim

1231360141

Exp. Date:

601403D-00-0410

Suspension

control of pain and inflamma-
Hon associsted with osteoar-
thiitis in dogs.

Dosage and Administration:
provide client information

Metacam® pension
s)m;bea&r(gr;maadimiaﬂy
at0.09 mg/h (0.2 mg/kg) body

weight only on the first day of
treatment. For all treatments after
day 1, Metacam® Oral Suspension
should be administered once
daily at a dosage of 0,045 mg/ib
(0.1 mg/kg). The syringe is
calibrated to defiver the daily
maintenance dose in pounds.

e St
com| osage &
administration information.
Store at controlied room
temperature, 59-86°F {15-30°C).
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Metacam Oral Suspension, 0.5 mg/mL

meloxicam)
or Use in Dogs
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Store at controlled room temperature, 59-86°F (15-30°C).
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Non-steroidal anti-inflammatory drug for oral use indogs
only

Warnings: Not for use in humans. Keep out of reach of
children. Refer to the package insert for complete warnings
and precautions.

Indications: Metacam® Oral Suspension is indicated for
the control of pain and inflammation associated with
osteoarthritis in dogs.

Dosage and Adl ministraﬁoﬁ: Refer to the package insert for

US Patent 6,184,220 tmeloxicam) complete Dosage and Administration information.
° : caL Oral S . Store at controlled room temperature, 59~ 86°F (15~ 30°C).
. U on
Manufactured by: mglm rel Suspensic Take Time @ Observe Label Directions
s " Caution: Federal law restricts
Boehringer Ingelheim Vetrnedica, Inc. this drus t b Lot No: Ex.D:
St. Joseph, MO 64506 U.S.A. 1S Arug Lo use-vy or on ot Nox p. Date:
o the order of a licensed
D!stpbuleq by: veterinarian.
Merial Limited
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Caution; Federal law restricts this drug
to use by or on the order of a licensed
veterinarian,

oral use in dogs only
Net Contents: 30 mbL
NADA 141-213, Approved by FDA

0.5 mg/mL Oral Suspension

Non-steroldal anti~inflammatory drug for
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Warnings: Not for use in humans. Keep
this and all medications out of reach of
children, Consult a physician in case of
accidental ingestion by h Fororal
usein dogs only. As with any NSAID alt
dogs should undergo a thorough history
and physical examination before the
initiation of NSAID therapy. Appropriate
faboratory testing 1o establish
hematological and serum biochemical
baseline data is recommended priorto
and periodically duning administration.
For technical assistance or to report
suspected adverse reactions, call
1-866-METACAM (1-866-638-2226).

US Patent 6,184,220

Metacam® is a registered trademark of
Boehringer Ingelheim Vetmedica GmbH,
ticensed to Boehringer

Ingetheim Vetraedica, Inc.

Manufactured by:
Boehringer Ingelheim
Vetmedica, Inc,

St, Joseph, MO 64506 U.S.A.

Distributed by:
Merial Limited
Ouluth, GA 30006-4640 US.A,
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Metacam®

(meloxicam)

0.5 mg/ml Oral Suspension

Caution: Fedaral law restricts this drug
to use by or on the order of a licensed
veterinarian,

Non-steroidal anti-inflammatory drug for
oral use in dogs only

Net Contents: 30 mL

NADA 141-213, Approved by FDA

Boehringer
Ingelheim
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Indications: Metacam® Oral Suspension
is indicated for the control of pain and
nflammation associated with
osteoarthritis in dogs.

Dosage and Administration: Metacam®
Oral Suspension should be
administered initially at 0.09 mg/lb

(0,2 mg/kg) body weight only on the first
day of treatment. For alf treatments after
day 1, Metacam?® Oral Suspension
should be administered once dally at

a dosage 0f 0,045 mg/tb (0.1 mg/kg).

Refer to the package insert for complete
dosage and administration information,

Store at o lled room temperature,
59-86°F (15-30°C).

601406D-00-0407
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Client Information Sheet
For

Metacam® (meloxicam):

s5ing/ml: Oral Suspension

Non-steroidal anti—inﬂammétory‘ drug for oral use in dogs only

This ¥ ins fmp infi fon about M You should read this information before you
start giving your dog Metacam and review it each time the prescription is refilled, This sheet is provided only as
a summary and does not take the place of instructions from your veterinarian. Talk to your velerinarian if you
do not understand any of this information or if you want to know more about Metacam.

Whatls Metacam?

Metacam is a p ption non idal antf-infi y drug (NSAID) that §s used to conirel pain and
inflammation (soreness) due to osteoarthritis in dogs. Osieoarthritls (OA) fs a painful condition caused by
“wear and lear” of cartilage and other parts of the joints that may sesult in the following changes or sighs in
your dog: Limping or lameness, decreased aclivity or exercise {refuctance o stand, climb stairs, jump or tun,

or difficulty in performing these activities) stiffness or d d of joints. Met; 'is given to dogs
by mouth. Do not use in cats, .

What Kind Of Results Can I Expect When My Dog Is On Metacam For 0A?

While Metacam is not a cure for osteoarthyitis, it can control the pain and inflammation of OA and improve
your dog’s maobility.

« Response varies from dog to dog but can be quite dramatic.

+ In most dogs, Improvement can be seen in a matter of days.

« If Melacam is discontinued or not given as direcled, your dog's pain and inflammation may come back.
What Dogs Should Not Take Metacam?

Your dog should not be given Metacam if he/she:

+ Has had an aflergic reaction to meloxii the active ingredient of M 3

« Has had an allergic reaclion {such as hives, facial swelling, or red or ichy skin) to aspirin or other NSAIDs.
« Is presently taking aspirin, other NSAIDs, or corticosteroids (unless directed by your veterinarian).
Metacam Should Only Be GivenTo Dogs

People should not take Met; Keep M
cian diately if you accidentally take M

HowTo Give Metacam To Your Dog.

and alf medicati

out of reach of children. Call your physi-

The actual dose to be given should be prescribed by the veterinarian.
Directions for Administration:
Dogs under 10 pounds {4.5kg)

Shake well before use, then remave cap. Parlicular care should be given with regard to the accuracy of dosing.

60151611-01-0410

Client Information Sheet 1 =N Boehringer
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NADA 141-213, Approved by FDA

Metacam®

{meloxicam) 1.5 mg/ml Oral Suspension

{equivalent to 0.05 mg per drop}

Non-steroidal anti-inflammatory drug for oral use in dogs only

Caution: Federal law restricts this drug to use by or on the order of a licensed veterinarian,

Descsiption: Meloxicam is a Non-Steroidal Anti-Inflammatory (NSAID) drug of the oxicam class. Each milliliter
of M * Oral 5 i ins meloxicam equit 1o 1.5 milligrams and sodium benzoate (1.5 mit-
ligrams) as a preservative. The chemical name for Meloxicam is 4-Hydroxy-2-methyl-N-(3-methyl-2-thazolyl)-

2H-1,2-benzothiazine-3-carboxamide-1, 1-dioxide.The f tation is a yeliowish viscous with the

odor of honey.
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Clinical Pharmacology: Meloxicam has nearly 100% ¢ itability when ered orally with food. The
terminal elimination half life after a single dose is estimated 1o be approximately 24 hrs (+/-30%) regardless of
route of admini: There is no of statistically significant gender differences in drug pharmacoki-
netics. Drug bioavailability, volume of distribution, and total sy } remain up to 5 times
the recommended dose for use in dogs. However, there is some evidence of enhanced drug accumutation and
terminal efimi half-life prol ion when dogs are dosed for 45 days of longer.
Peak drug concentrations can be expected to occur within about 7.5 hrs after oral administration. Correspond-
ing peak concentration is approximately 0.664 mcg/ml following a 0.2 mg/kg oral dose, The drugis 37%
bound to canine plasma proteins.
Indieatione M * Oral Suspension is indi
osteoarthrilis in dogs.
Dosage and Administration: Always provide client Information sheet with prescription. Metacam® Oral Sus-
pension shouid be administered inftially al 0.09 mg/ik (0 2 mg/kp) body weight orly on the first day of treat-
men. For il treatments after day 1, M ® Oral § jon should be admini; d once daily at a dose of
0.045 mg/1b (0.1 mg/kg). The syringe is cahibrated 1o deliver the daly maintenance dose in pounds.
Directions for Administration:

meloxicam

d for the control of pain and inflammation associated with

Dogs under 10 pounds (4.5 kg)
Shake well before use, then remove cap. Particular care should be given with regard 10 the accuracy of dosing. To
prevent accidental overdosing of small dogs, administer drops on food only, never directly into the mouth.
Carefully measure suspension onto food to assuse that the correct dose is given before presentation of the focd to
the dog, The syringe provided with the meloxicam conceniration of 1.5 mg/ml cannot be used to doses

o TEARAT PERFORATION -

To prevent accidental overdosing of smail dogs, administer drops on food only, never directly into the mouth,
Carefully measure suspension onto food ip assure that'the correct dose is given before presentation of the food to
the dog. The syringe provided with the mel of 1.5 mg/ml cannct be used to measure doses
for dogs weighing Jess than 5 Ibs (2.3 kg).

For dogs less than 5 ibs (2.3 ke), Metacam® Oral Suspension can be given using the dropper bottle: one drop for
each pound of bodyweight for the 1.5 mg/mL concentration (two drops for each kilogram of body weight),
dropped directly onto the food.

Fordogs between 5 - 10 pounds, Metacam® Oral Suspension can be given by drops or by using the measuring
syringe provided in the package {see dosing procedure below). The syringe s on 1 the bottle and has a scale
beginning a1 5 Ibs, designed to deliver the daily maintenance dose (0.85 mg/b or 0.1 mg/kg). When using the
syringe, the dog's weight should be rounded down to the nearest 5 pound increment. Replace and ighten cap
after use,

Dogs over 10.pounds (6.5 kg)

Shake well before use then remove cap, Metacam® Ora Suspension miay be efther mixed with food or placed
directly into the mouth. Particular care should be given with regard lo the accuracy of dosing. Metacam* Oral
Suspension can be given using the measuring syringe provided in the package (see dosing procedure below). The
syringe fils on to the bottle and has a scale in pounds designed to deliver the daily dose{0.05
mg/ib or0.1 mg/kg). When using the syringe, the dog’s welght should be rounded down 10 the nearest 5 pound
increment. Alternatively, Metacam® Oral Suspension can be given using the dropper boltle: one drop for each
pound of body weight for the 1.5 mg/mi conc tion' {twodrops for each kitogram of body welght). Replace
and tighten cap after use.

Shake bottle well. Push down  Tun the bottlelsyringe vpside  Turn the bottle vight woy up Push the plunger to empty the
and unscrew bottle 1op, down. Pull the plenger out and with o lwisting move- tontents of the synnge

Attoch the dosmg syringe to untfl the black tine on the ment separate the dosing

the bottle by gemly pushing plungercorresponds to the syringe from the bottie

the end onto 1he top of the dog’s body weight in pounds. '

botile.

For dogs between 5 - 10 pounds, Metacam® Oral Suspension can be given by drops or by using the measuring
synnge provided In the package {see dasing procedure below). The syninge fils on o the botlle and has a scale begin-
ming al 5 ibs, designed to deliver the daily maintenance dose (0.05 mg/ib or 0.1 ing/kg). When using the synnge, the
dog's weight should be rounded down 1o the nearest 5 pound increment. Replace and ighten cap after use,

Dogs over 10 pounds {4.5 kg)
Shake well before use then remove tap. Metacam® Oral Suspension may be either mixed with food or placed
direclly into the mouth, Particular care shoutd be given with regard lo the accuracy of dosing. Metacam® Oral
Suspension can be given using the measuring syringe provided In the package (see dosing procedure below).
The synnge fils on 1o the bottle and has a stale in pounds designed to deliver the daily maintenance dose (0.05
mg/ib or 0.} mg/kg) When using the syringe, the dog's weight should be rounded down to the nearest 5 pound
increment. Al ively, Met: * Oral Suspension can be given using the dropper bottle: one drop for each
pound of body weight for the 1.5 mg/ml.concentration {two drops for each kilogram of body weight). Replace
and lighten cap after use.

Turn the bottle/syringe upside

Shake bottle well Push down Turn the bottie tight woy up Push the plunger to emply the
ond unscrew bottle top, Altoch  down. Pull the plunger out andwith ¢ twisting move- contents of the syringe.

the dosing synnge 1o the bot- unti the black line os the ment seporate the dosing

tle by gently pushing the end plunger corresponds 2o the syringe from the bottle,

onte the top of the bottle. dog's bady weight in pounds.

Contraindications: Dogs with known hypersensitivity to meloxicam should not receive Metacam® Cral Suspension.
Do not usein cats,

‘Warnings: Not for use in humans. Keep this and ali medications out of reach of children. Consult a physician
in case of accidental ingestion by humans. For oral use in dogs only.

As with any NSAID all dogs should undergo a thorough history and physical examination before the initiation
of NSAID therapy. Appropriate laboratory testing to establish bematological and serum biochemical baseline
dala is recommended prior to and periodically during administration, Owner should be advised to observe
their dog for signs of potential drug toxicity and be given a client Information sheet about Metacam.
Precautions: The safe use of Metacam® Oral Suspension in dogs younger than 6 months of age, dogs used for
breeding, or In pregnant or lactating dogs has not been evaluated. Meioxicam is not tecommended for use in
dogs with bleeding disorders, as safety has not been established in dogs with these disorders.

As a class, cyclo-oxygenase inhibitory NSAIDs may be d with intestinal, renal and hepatic
toxicity. Sensitivity to drug-associated adverse events varies with the indwvidual patient. Patients at greatest risk
for renal toxicity ate those that are dehydrated, on concomitant diuretic therapy, or those with existing renal,
cardiovascular, and/or hepatic dysfunction. Concurrent admini: of p ially neph ic drugs should
be carefully approached. NSAIDS may inhibit the glandins that noimal h function.
Such anti-prestaglandin effects may result In clinically stgnificant disease in patients with underlying or pre-
existing disease that has not been previously diggn used.'sgvc? many NSAIDs possess the potential 10 produce

for dogs weighing less than 5 Ibs (2.3 kg). .

For dogs Jess than 5 Ibs (2.3 kg), Metacam® Oral Suspension can be given using the dropper bottle: one drop for
each pound of body weight for the 1.5 mg/mlL concentralion (two drops for each kilogram of body weight),
dropped directly onto the food.

- | ulceration, ¢ use of M * Oral Su with other anti
drugs, such as NSAIDs o corticosteroids, shouid be avoided or closely d. Consider appropri

times when switching from ¢ d use or from one NSAID to another in dogs. The use of con-
comitantly protein-bound dru%s with Metacam® Oral Suspension has not been stidied In dogs. Commonly
used protemn-bound drugs include cardiac, anticonvulsant and behavioral medications, The influence of




What To Tell/Ask Your Veterinarian Before Giving Metacam

Talk to yout veterinarian about:

*The signs of OA you have observed (for example limping, stiffness).

= The importance of weight control and exercise in the management of QA
» What tests might be done before Metacam is prescribed.

» How often your dog may need to be examined by your veterinarian.

«The risks and benefits of using Metacam,

Tell your veterinarian if your dog has ever had the following medical problems:
* Expenfenced side effects from Metacam or other NSAIDs, suich as aspirin

» Digestive upset {vomiting and/or diarrhea}

» Liver disease

+ Kidney disease

Tell your veterinarian about:

« Any other medical probiems or allergies thal your dog has now or has had,

+ Al medicines that you are giving your dog or plan to give your dog, including those you can get without a pre-
scription.

Telt your veterinarian if your deg is:
* Pregnant, nursing or if you plan to breed your dog.

What Are The Possible Side Effects That May Gceur In My Dog During Metacam Therapy?

Metacam, like other drugs, may cause some side effects. Serious but rare side effects have been reported in
dogs taking NSAIDs. Serfous side effects can occur with or without warning and in rare situations resuilt in
death.

The most common NSAID-related side effects generally invoive the stomach and liver or kidney problems. Look
for the following side effects that can indicate your dog may be having 2 problem with Metacam or may have
another medical problem:

« Decrease or Increase in appetite

«Vomiting

« Change in bowel movement (such as diarrhea, or black, tarry or bioody steols)

« Change in behavior (such as decreased orincreased activity fevel, incoordinahon seizure or aggression)
» Yelfowing of gums, skin, or whites of the eyes (aundice}

« Change in drinking habits {f amount d)

= Change in urination habits (frequency, color, or smeli}

« Change in skin {redness, scabs, or scratching)

Itis important 1o stop therapy and contact your veterinarian immediately if you think your dog has a medical
problem or side effect from Metacam therapy. If you have additionai questions about possible side effects, talk
to your vetennarian.

concomitant drugs that maymhsb)l bolsm of M * Oral S
compatibility should be monitored in patients requiring adjunttive thefapy
Adverse Reactions: Field safety was evalualed in 306 dogs. Based on the results of two studes, G abnormali-
ties (vomiting, soft s!ools, dnanhea and mappelance) were the most common adverse reactions assaciated
wth the adh g lable lists adverse reactions and the numbers of dogs
that experienced lhem dunng the studies. Dogs may have expenenced more than ong episode of the adverse
reaction duning the study.

has not been

d. Drug

Adverse Reactions Observed During Two Field Studies
Meloxicam (n=157) Placeto m=159)
omiting 40 23

Clinical Observalion

000038
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Can Metacam Be Given With Other Medicines?

Metacam should not be given with other NSAIDs {for example. as pirln r,arprofen. etodolac, deracaxib) or
sterolds (for ple, cortisone, p i i

Tell your fan about all medicines you have given gour dog in \he past, and any medicines that you are
planning to give with Metacam. This should include other medicines that you can get withou! 2 preseription,
Your veterinarian may want to check that all of your dog's medicines can be given together.

What CanI Do In Case My Dog Eats More Than The Prescribed Amount?

Contact your ty if your dog eats mure than the prescribed amount of Metacam.

What Else Should I Know About Metacam?

This sheet provides a of inf about M
Metacam or osteoarthritis pain, talk to yous veterinarian.
As with all prescribed medicines, Metacam should only be given to the dog for which it was prescribed. it
should be given to your dog only for the condition for which [t was prescribed. It is fmpi t 1o periodically
discuss your dog's response to Metacam at regular check ups. Your velert will bes! d if your dog
is responding as expected and if your dog should continue receiving Metacam.

Fortechnical assist: , call 1-866-METACAM (1-866-638-2226).
Manufactured by

noethetim We A

St. )oseph, MO 64506 US.A,

Distributed by:
Merial Limited
Duluth, GA 30096-4660 U S.A.

US Patent 6,184,220

Metacam®isa
heim Vetmedica, Inc.
60151711-01-0410

Code 601511, 601521, 601531
Revised 1072004

¥f you have any questions or concerns about

or 1o report susp § adverse
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Necropsy results included stomach mucaesal petechiae in one control dog, two dogs at the 3X and one dog at
the 5X dose. Other macroscopic changes included areass of congestion or depression of the mucosa of the
jejunum orileurm in three dogs at the 1X dase and in two dogs at the 5X dose. Similar changes were also seen
$n two dogs in the contrel group. There were no matroscopiz smal intestinal lesions observed in dogs receiv-
ing the 3X dose. Renal enlargement was reported during the necropsy of two dogs receiving the 3X and two

receiving the 5X dose.

Microscopic examination of the kidneys led minimal d tion of slight at the tip of the
papilla in three dogs at the 5X dose. Microscopic examtnaucn of the stomach showed nflammatory mucosal
lesions, epithelial regenerative hyperplasia or atiophy, an an w two dogs at
the recummended dose, thiee dogs at the 3X and four dogs 2t the 5X dose. Small intestinal microscopic

changes } focat | erosion affecting the villi, and were sometimes associated with
Drarthea/Soft Stoof 9 11 These lesions were abserved 1n [he fleum of one control dog and in Lhe jejunum of one
oody Stool 0 dog at lhe recommended dose and two dogs at the 5X dose.
Tnappelance 1 Six Monih Study
Bleeding gums ajler denta) proceduie ] 0 in a six month target animal safety siudy, meloxicam was administered orally at 1, 3, and 5X the recom-
Lethargy/Swolien Carpus 1 0 mended dose wxlh 1o significant clinical adverse reactions. All animals in all dose groups (controls, 1, 3, and
Fpiphora 1 ) 5Xthe d dose) exhibited some g inal distress (diarrhea and vomiting), Treatment
related ch seenin b y and <h yinctuded d d red biood cell counts in seven of 24

In foreign suspected adverse drug reaction (SADR) repomng over a 9 year period, incidences of adverse reac-
lions related to meloxicam hemolytic anemia (1 dos
topenta (1 dog), polyarthritis (1 dog), nursing puppylexhargy {1 dog), and pycderma (1 dog).
Post-Approval Experience; The following adverse reactions are based on voluntary post-approval reporting. The
categanes are I‘sted in decreasing order of frequency by body system.

] vomiling ia, diarthea, melena, gastrointestinal ulceration
Urinary: evated ine, renat talture
Neumi)gl'cal!BehaviomIlSpedal Sense: fethargy, depression
Dermatalogicaiflmmurologicok pruritus
In rare situations, death has been reported as an cutcome of the adverse events listed above. Renal falture has
been reported as an outcome of repeated oral dosing of cals.
To report suspected adverse reactions, 10 obiain a Material Safety Data Sheet, or for technical assistance, call
1-866-METACAM (1-866-638-2226).
Effectd : The effecti of was d din two field studies involving a total of 277
dogs representing various breeds, between six months and sixteen years of age, all diagnosed with
ostesarthrins, Both of the placebo-controlled, masked studies were conducted for 14 days. All dogs received
0.2 mg/kg on day 1 All dogs were maintained on 0.1 me/kg oral meloxicam from days 2 through 14 of bath

d by

, thrombocy-

studies, P included weight-bearing, pain on palpation, and
overalt imp d by owners included mobility, ability to rise, limping, and overalt
improvement.

In the first field study (n=109), dogs showed clinical improvement with stal;shcal slgmﬁcance alter 14 days of

dogs (four 3X and three 5X dogs) Jecreased hematocrit in 18 of 24 dogs {including three control dogs), dose-
related neutrophiifa in one 1X, two 3X and three 5X dogs, evidence of regenerative anemia in two 3X and one
SX dog, Also nozed were increased BUN In two 5X dogs and decreased albumin in one 5X dog.

I ted of redd of the gastric mucosal surface covering less than 25% of the sur-
face area. This was seen In thee dogs at the recommended dose, three dogs atthe 3X dose and two dogs at
the SX dese. Two control dogs exhibil gin with ulceration of the mucosa covering fess
than 25% of the surface area.

Gross gastrointestinal necropsy results observed included mild discoloration of the stomach or dusdenum in
one dog 2t the 3X and in one dog at the 5X dose. Multifocal pinpoint red foci were observed in the gastric
fundic mucosa in one dog at the recommended dose, and in one dog at the 5X dose.

No macroscopic or microscopic renal changes were observed in any dogs receiving meloxicam in this six
menth study.

Mfcrosco&fc gastrointestinal findings were limited to one dog at the recommended dose, and two dogs at the
3X dose, Mild inflammatory mucosal indiitrate was observed in the duodenym of one dog at the recom-
mended dose, Mild conges!ion of the fundic mucosa and mifd myositis of the outer mural musculature of the
stomach were observed in two dogs receiving the 3X dose.

How Supplied:

Metacam® Oral Suspension 1.5 mg/mt: 10, 32 and Y00 ml dropper bottles with measuring syringe

Storage: Store at ¢ lied room lemperature 53-86°F (15 - 30°C).

meloxicam lreatment for 21l parameters. In the second field study (n=48), dogs showed a
clinical improvement after 14 days of therapy for all parameters; however, statistical significance was demon-
strated only for the overall investigalor evaluation on day 7, and for the owner evaluation on day 14.
Patatability: Metacam® Oral Suspension was accepted by 100% of the dogs when velerinarians administered
the inihal dose into the mouth, Metacam® Oral Suspension was accepled by 90% of the dogs (1237136} when
administered by owners. Problems assoclated with administration included refusal of food, resistance to swal-
lowing and salivation.
gaf%y: k Stud

1x Week Study
In a sixweek target animal safety study, meloxicam was administered orally at 1, 3, and 5X the recommended
dase wath no significant clinical adverse reactions. Animals in all dose groups (control 1,3 and 5X the recom-
mended dose) exhxbned some gaslrmnlesﬂnal distress {diarrhea and vomiting). No treatment- related changes
were observed in h 1, blood ch v, , clotling time, or uccal mucosal bleeding times.

Manuiaciured b

St. Joseph, MG 64506 U.S.A-
Distributed by

Merial Lirnted

Duluth, GA 30096-4640 U.S.A.
S Patent 6,184,220
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heim Vetmedica, Inc.
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Rewised 10/2004

bt

X of Boehri Trapth.

ger Ing Vetmedica GmbH, licensed to Boehringer Ingel-




ﬂ)n-steroidal anti-inflammatory drug for oral use in dogs
only

Warnings: Not for use in humans. Keep out of reach of,

children. Refer to the package insert for complete

warnings and precautions.

US Patent 6,185,220

Manufactured by:

Boehringer Ingelheim Vetmedica, Inc,

St. Joseph, MO 64506 U.S.A.

Distributed by: —

Merial Limited @

Duluth, GA 30096-4540 U.S.A. -
6015162L-01-0407
Code 601511

X

P1929BE ET 7/15/04 11:02 AM

®
Metacam
(metoxicam)
1.5 mg/mL Oral Suspension

Caution: Federal law restricts
this drug to use by oron
the order of a licensed
veterinarian.

Net Contents: 10 mL

000043

Indications: Metacam® Oral Suspension is indicated for the
control of pain and inflammation associated with
ostecarthritis in dogs.

Dosage and Administration: Refer ta the package insernt for
complete Dosage and Administration information.

Store at controlied room temperature, 53~ 86°F (15~30°C).
Lot No: . Exp. Date:
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Metacam®

(meloxicam)
1.5 mg/mt Oral Suspension
Caution: Federal law restricts this drug
to use by or on the order of a licensed
veterinarian.

Non-steroidal anti-inflammatory drug for
oral use in dogs only

Net Contents: 10 mL

NADA 141-213, Approved by FDA
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Warnings: Not for use in humans,
Keep this and all medications out
of reach of children, Consult a
physician fn case of accidentaf
ingestion by humans. For oral use
in dogs only. As with any NSAID
g!‘! doighould undsfg;)];si X
orough history and physica
examination before the initiation
of NSAID therapy, Appropriate
laboratory testing to establish
hematological and serum
biochemical basefine data is
recommended priot to and

periodically during administration.

For technical assistance or to
report suspected adverse
reactions, tall 1-866-METACAM
(1-866-638-2226).

US Patent 6,186,220

Metacam® is a registered
trademark of Boehringer
Ingetheim Vetmedica GmbH,
licensed to Boehringer
Ingelhelm Vetmedica, Inc.

Manufactured by:

Boehringer Ingelbezm
Vetmedica,

St.Joseph, MO 646506 U.SA.
Distributed by:

Merial Limited

Duluth, GA 30096-4640 US.A.
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Boehringer
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Metacam®

{meloxicam) .
1.5 mg/ml Oral Suspension
Caution: Federal law restricts this drug
to use by or on the order of a licenised
veterinarian.

Non-steroidal anti-inflammatory drug for
oral use in dogs only

Net Contents: 10 mL

NADA 141-213, Approved by FDA
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Boehringer
Ingelheim
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Exp. Date:
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Lot No.:

6015163D-01-0410
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Indications: Metacam® Oral
Suspension is indicated for the
controt of pain and inflamma-
tion associated with osteoar-
thridis in dogs.

Dosage and Administration:
Always provide client information
sheet with prescription.
Metacam® Oral Suspension
should be administered initially
at 0.09 mg/ib (0.2 rag/kg) body
weight only on the first day of
treatment. For all treatments after
day 1, Metacam® Oral Suspension
should be administered once
daily at a dosage of 0.045 mg/1b
(0.1 mg/kg). The syringe is
calibrated to defiver the daify
maintenance dose §n pounds.

Refer to the package insert
for complete dosage and
administration information.

Store at controlled room
temperature, 59-86°F (15-30°C).

6015163D-01-0410
Code 601511




Metacam Oral Suspension, 1.5 mg/mL
émelox;cam)
or Use in Dogs

QUANTITY LOT NO. EXP. DATE

AR
LI -

ITEM NUMBER
601511000 100123

[

I

3601512

Store at controlled room temperature, 59-86°F (15-30°C).
Manufactured by:

Boehringer ingelheim Vetmedica, inc.

St. Joseph, MO 64506 U.S.A.

Distributed by:

Merial Limited

Duluth, GA 30096-4640 6015164C-00-0204

000052
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Non-steroidal anti-inflammatory drug for oraluse in dogs
only

Warnings: Not for use in humans. Keep out of reach of
children. Refer to the package insert for complete warnings

Indications: Metacam® Oral Sgspension is indicated for
the control of pain and inflammation associated with
osteoarthritis in dogs.

d tions. . ® Dosage and Administration: Refer to the package insert for
and precautions. MEtacam complete Dosage and Administration information.
US Patent 6,184,220 {meloxicam)
Manufactured by: . Store at controlled room temperature, 59-86°F {15~30°C).
Boehringer In e)l,ﬁeim Vetmedica, Inc 1.5 mg/mi. Oral Suspension Take Ti @ Ol | Directi
gl gh " g 0508 U S A » iNC, Caution: Federal taw restricts ake Time bserve Label Directions
D’b ]o.bep d by: - this drug to use by oron Lot No: Exp. Date:
istributed by: the order of a licensed
Merial Limited

veterinarian.
Net Contents: 32 mL

Duluth, GA 30096-4640 U.S.A.

60151651.-01-0407
Code 601521

~\ Boehringer
lml Ingelheim
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Metacam®

(meloxicam)
1.5 mg/mL Oral Suspension

!
L]
!
!
Caution: Federat law restricts this drug H
to use by or on the order of a licensed !
veterinarian, i
Non-steroidal anti-inflammatory drug for '
oral use in dogs only I
Net Contents: 32 mL i
NADA 141-213, Approved by FDA

Boehringer
Ingelheim

Boehringer

Wamnings: Not for use in humans. Keep
this and ali medications out of reach of
children, Consult a physician in case of
accidental ingestion by humans, For oral
usein dogs only. As with any NSAID all
dogs should undergo a thorough history
and physical examination before the
initiation of NSAID therapy. Appropriate
laboratory testing to establish
hematological and serum biochemical
baseline data is recommended priorto
and periadically during administration,
For technical assistance or to report
suspected adverse reactions, call
1-866-METACAM (1-866-638-2226).

US Patent 6,184,220

Metacam® is a registered trademark of
Boehringer Ingelheim Vetmedica GmbH,
licensed to Boehringer

Ingelheim Vetmedica, Inc.

Manufactured by:
Boehringer Ingelheim
Vetmedica, Inc.

St Joseph, MO 64506 US.A,

Distributed by:
Merial Limited
Duluth, GA 30096-4640 U.S.A,
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Metacam®

(meloxicam)
1.5 mg/mL Oral Suspension
Caution: Federal faw restricts this drug

to use by or on the order of a licensed
veteriparian,

Non-steroidal anti-inflammatory drug for

o3t use in dogs only

Net Contents: 32 mb.

NADA 141-213, Approved by FDA

|
|
i
i
|
|
]

Boehringer
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Indications: Metacam*® Oral Suspension
is indicated for the control of pain and
inflammation associated with
osteoarthritls in dogs.

Dosage and Administration: Metacam®
Oral Suspension should be
administered tnitially at 0.09 mg/ib

(0.2 mg/ke) body weight only on the first
day of treatrnent. For all treatments after
day 1, Metacam® Oral Suspension
should be administered once daily at

a dosage of 0.045 mg/lb (0.1 mg/kg).

Refer to the package insert for complete
dosage and administration information.

Store at controlied room temperature,
59-86°F (15-30°C).

6015166D-02-0407
Code 601521

<90000
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Indications: Metacam® Oral Suspension is indicated for
- the control of pain and inflammiation associated with
osteoarthritis in dogs. -

Dosage and Administration: Metacam® Oral Suspension should
be administered initially at 0.09 mig/lb (0.2 mg/kg) body weight
only on the first day of treatment. For all treatments after day 1,
Metacam® Oral Suspension should be administered once daily
at a dosage of 0.045 mg/lb (0.1 mg/kg).

Contraindications: Dogs with known hypersensitivity to

Metaca m® meloxicam should not receive Metacam® Oral Suspension.
" Do not use in cats.
(meloxicam) Warnings: Not for use in humans. Keep out of reach of
1.5 mg/mL Oral Suspension children. Refer to the package insert for complete warnings
T ) . and precautions.

Caution: Federal law "EStnCFS this.drug to For technical assistance or to report suspected adverse
use by or on the order of a licensed reactions, call 1-866-METACAM (1-866-638-2226).
veterinarian. Refer to package insert or client information sheet for

additional information.
Store at controlled room temperature, 59-86°F (15-30°C).
6015168L-01-0407 Code 601531

Non-steroidal anti-inflammatory drug for
oral use in dogs only

Net Contents: 100 mL Take Time € Observe Label Directions
NADA 141-213, Approved by FDA 4 LotNo: Exp. Date:
Manufactured by: Distributed by:
Boehringer Ingelheim Merial Limited
Vetmedica, Inc. Duluth
St. Joseph GA 30096-4640
MO 64506 U.S.A. U.S.A.
~ Boehringer
ll“l Ingelheim

P1930BE ET 7/16/04 11:31 AM
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i : : Warnings: Not for use in humans. : Ingications: Metacam* Orat
i . Keep this and all medications out o Suspension is indfcated for the
¢! ! of reach of children. Consult a ! controt of pain and inflamma-
! ' physician in case of accidentat ! tion associated with osteoar-
! ! ingestion by humans. For oral use ! thritis tn dogs.
i ! ! indogs only. As with any NSAID 1
H ali dogs should undergo a Dasage and Administration:
® thorough history and physical Metacam® Oral Suspension
i e aca m 1 examination before the ipitiation H I shouldbe administered inttially
i T i ©f NSAID therapy. Appropriate . | at009 mg/tb (0.2 markg) body
b (meIOX] cam) R } laboratory testing to establish : (meloxucam) . i weight only on the first day of
;  L.5mg/mlL Oral Suspension | h?m;w‘?a?;l and serum ; 1.5 mg/mL Oral Suspension | testment. F;;famrea}ger'ns
i | Caution: Federal law restricts tns drug | ?e‘:gmei'r:e:;eda:ii o';em :: 4 s 1 Caution: Federal law restricts this drug | gg;;g:%é% s:f:;z’;e val
i | tousebyoron the order of a licensed i periodically during administration, | 19 Use byor on the order of a licensed ! administered once dailyata
s 1 velerinarian. ! Fortechnical assistance of to ; veterinarian. ) ' Gosage 07 0.045 mg/lb
-—-i= ! Non-steroidal anti-inflammatory drug for 1 report suspected advetse i Non-sterowdal anti-inflammatory drug for ©.4 mg/kg).
3 ! oral use in dogs only ! reactions, call -866-METACAM  +  aral use in dogs only !
o ! Net Contents: 100 mL I (1-866-638-2226). i NetContents: 100 mL ! Referta the package insert
: DA 161-213, Approved by FDA NADA 141-213, Approved by FDA, for complete dosage and
~ ! ] NADA T 13, Approved by US Patent 6,184,220 ; PP 4 t administration information.
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by Ingelheim Vetmedica GmbH, ! \
[ . Bcensedto Boehringer' 4 y  6015169D-03-0407
b . Ingetheim Vetmedica, Inc. ! ; Code 601531
i ; ) }
A ' | |
I ! Manufactured by: ' :
o ! ! Boehringer Ingelheim !
! ! Vetmedica, Inc. i '
. 1 St.Joseph, MO 64506 U.S.A, 1 !
i i ' 1
: f ! Distributed by: N 1
1 t Merial Limited s 1
: Dy 1 Duiuth, GA30096-4640 USA, h
'y 1 B 1
L ! i . !
i+ (& Boehringer i + (\ Boehringer i
f s i ' H |
v tml Ingelheim ; ﬁ ; Iml Ingelheim X
“‘\:J b e e e e e
P e § T e - me—
. i
1234567 . " ! lll )
\ 83101112 ; f /
\ i 0771231360153 /
SO |
LotNo: Exp, Date:
No Coating’
i
O S, -+




